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REMARKS 

The foregoing amendment and remarks which follow are responsive to the initial, 
non- final Office Action mailed June 17, 2004 in relation to the above-identified patent 
application. In that Office Action, Claims 1-8, 11-12, 14, 16 and 18-19 were rejected under 
35 U.S.C. § 102(a) as being anticipated by Almeida, et al, or Kobashi, et al. Claims 9-10, 13, 
15 and 17 were rejected under 35 U.S.C. § 103(a) as being unpatentable over Almeida, et al. 
or Kobashi, et al. in view of Benderev (i.e.. United States Patent Number 6,302,840). No 
other issues were presented. 

By this amendment, Applicant has more clearly defined the subject matter which he 
regards as the invention, as well as distinguishes the same fi-om the cited prior art. More 
specifically. Applicant has amended the claims of the present application such that the same 
are directed to an implant for concomitantly treating incontinence and effectuating cystocele 
repair, as well as methods for concomitantly treating a female patient afflicted with urinary 
incontinence and effectuating cystocele repair that utilizes such implant wherein the implant 
has a sling portion fabricated from a synthetic material and operatively positionable 
beneath the urethra of the patient and a bladder support portion fabricated from a 
harvested tissue connected to and extending firom the sling portion and positionable against 
the bladder of the patient. The claims are further directed to implants and methods for 
concomitantly treating incontinence and effectuating both rectocele and enterocele repair, 
respectively, that utilize implants having a sling portion and either a rectum support portion 
or intestinal support portion, respectively, that is affixed to such sling portion and operatively 
positionable against either the rectvun, on one hand, or portion of an intestine, on the other 
hand. 

The prior art completely fails to teach or suggest such implants and medical 
procedures using such implants. The Abneida, et al. and Kobashi, et al. references - the 
primary references relied upon - provide no teaching or suggestion whatsoever to utilize an 
implant fabricated from both synthetic materials and harvested tissue , and much less an 
implant such that the synthetic materials define a sling portion for treating incontinence and 
the harvested tissue is fashioned to effectuate cystocele repair. Indeed, unlike Applicant's 
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pre-fabricated implants, the implants disclosed in the Almeida, et al. and Kobashi, et al. 
referenced are fabricated by the surgeon during the surgical procedure . See, Almeida, et 
al at page 49 and Kobashi, et al. at page 10. The implants of the present invention expressly 
address this shortcoming in the art and provides a readily fabricated implant that eliminates 
the need to surgically fashion such a support from cadaverous tissue, thus tremendously 
reducing the time necessary to perform the surgical procedure and eliminate the need to have 
a source of cadaverous tissue available. Application at page 4, paragraph 9, 12. 

As is well-known, a prior art reference cannot anticipate in terms of 35 U.S.C. § 102 
unless every element of the claimed invention is identically shown in a single reference. In re 
Bond. 15 USPQ 2d, 1566, 1567 (Fed. Cir 1990). In this case, because Applicant's implants 
for effectuating for both the treatment of urinary incontinence and cystocele repair are 
uniquely fabricated from both synthetic and natural tissues, which is in no way suggested or 
taught by the Almeida, et al. and Kobashi, et al. references, rejection of such claims under 35 
U.S.C. § 102 cannot now be maintained. 

Likewise, rejection of Claims 18-19, and newly submitted Claims 22-29 cannot be 
maintained under 35 U.S.C. § 102 as being anticipated by Ahneida, et al. or Kobashi, et al. 
As the Examiner will appreciate, such claims are directed to implants and methods for 
concurrently treating both incontinence and either rectocele or enterocele repair 
Nowhere in either the Almeida, et al. or Kobashi, et al. references is there discussed 
effectuating the treatment of either rectocele or enterocele, and much less any disclosure of 
any type of rectal or intestinal support that is operative to effectuate the treatment of such 
conditions. Because such claimed elements are not found exactly in the same situation and 
united in the same way to perform the identical ftinction in a single reference, anticipation 
cannot apply. Studiengeselosehaft Kohle m.b. H. v. Dart Industries, 220 USPQ 841, 842 
(Fed. Cir. 1984). 

The deficiencies of Almeida, et al. and Kobashi, et al. are likewise in no way cured by 
the teachings of Benderev. The Benderev reference, which was prosecuted by Applicant's 
counsel, provides no teaching or suggestion whatsoever to effectuate either cvstocele. 
rectocele or enterocele repair , and much less concurrently treat both urinary incontinence 
and cystocele, enterocele or rectocele repair via a single surgical procedure. Indeed, the entire 
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teachings of the Benderev reference are directed to optimal placement of a single suburethral 
support to avoid complications arising from pubovaginal sling surgery. See, e.g., column 6, 
lines 48-67. Given such shortcomings, it is clear that Hie references relied upon do not teach 
or suggest all the elements of the claims as amended or newly submitted herein to reflect 
either the novel construction of Applicant's implant or methods of using the same, especially 
to effectuate rectocele, enterocele repair. 

Given such deficiencies^ obviousness cannot be estabUshed insofar as the prior art 
fails to provide the suggestion or incentive necessary to derive the present invention, hire 
Fritch. 23 USPQ2d, 1780, 1785 (Fed. Cir. 1992). In this respect, ^ prima facie obviousness 
has not been met insofar as all of the claim limitations of tiie claimed invention are not taught 
or suggested by the prior art. MPEP 2143.03; In re Rovka. 940 F.2d 981, 180 USPQ 580 
(CCPA 1974). 

Based on the foregoing, Applicant respectfully submits that as amended and newly 
submitted herein, the claims of the present application are in condition for immediate 
allowance. The prior art does not teach or suggest such claims and there has been no showing 
whatsoever as to how the prior art teaches or suggests the claim limitations of such claims. 
Accordingly, AppUcant respectfully requests that such claims be allowed. Early notice to that 
effect is respectfully requested. To the extent the Examiner has any questions, requires 
additional information, or has any suggestions to resolve any outstanding issues that may 
exist, he is invited to contact Applicant's counsel at the number listed below. 

If any additional fee is required, please charge Deposit Account Number 19-4330. 



Respectfully submitted, 




By: 




Matthew A. Nexyboles, Registration No. 36,224 
STETINA BRUNDA GARRED & BRUCKER 
75 Enterprise, Suite 250 
Aliso Viejo, California 92656 
Telephone: (949) 855-1246 
Fax: (949) 855-6371 
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